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DETAILED ACTION 

1. This Office action is responsive to an amendment filed July 20, 2006. Claims 1-9 
and 23-26 are pending. Claims 10-22 and 27-38 have been cancelled. No claim has 
been added. Claim 1 has been amended. 

Claim Objections 

2. The objections are withdrawn due to amendments. 

Claim Rejections - 35 USC § 102 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by Newby et 
al. (US Patent No. 6,298,541). 

In regards to claim 1 , Newby et al. disclose(s) a holder assembly comprising: 
a holder housing capable of receiving a sample collection tube within a rearward 
end, a forward end of the holder housing including a needle receiving port for receiving 
a needle cannula 40 therein and an annular skirt extending about the needle receiving 
port; and 

a safety shield 140 pivotably attached to a collar 90, said collar 90 having an 
opening therethrough for receiving a needle cannula 40 therethrough, the collar 90 
received between the annular skirt and the needle receiving port of the holder housing 
such that the safety shield 140 is capable of being pivoted over at least a portion of a 
needle received within the needle receiving port of the holder housing, 
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wherein the safety shield 140 and the collar 90 are rotatable with respect to the 
holder housing about an axis of the holder housing (see figs. 2, 7-8 & 10-13). 

In regards to claim 2, Newby et al. disclose(s) a holder assembly wherein the 
collar 90 is annular (see fig. 2). 

In regards to claim 3, Newby et al. disclose(s) a holder assembly wherein the 
shield 140 comprises a rearward end, a forward end, a longitudinal opening in the 
forward end for receiving a needle, and a hanger bar 182 on the rearward end adapted 
to connect the safety shield 140 to the collar 90 (see fig. 7). 

In regards to claim 4, Newby et al. disclose(s) a holder assembly wherein the 
collar 90 comprises a hook arm 1 14, the hook arm 1 14 engages the hanger bar 182 for 
connecting the safety shield 140 to the collar 90 whereby there is an interface fit 
between the hanger bar 182 and the hook arm 114 (see fig. 7). 

Claim Rejections - 35 USC § 103 

5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. Claims 1-6, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hollister (US Patent No. 4,982,842). 

In regards to claim 1 , Hollister disclose(s) a holder assembly comprising: 
a holder housing 72 capable of receiving a sample collection tube within a 
rearward end, a forward end of the holder housing 72 including a needle receiving port 
for receiving a needle cannula 68 therein and an annular skirt extending about the 
needle receiving port; and 
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a safety shield 14 pivotably attached to a collar 2b, said collar 2b having an 
opening therethrough for receiving a needle cannula 68 therethrough, the collar 2b 
received between the annular skirt 76 and the needle receiving port of the holder 
housing 72 such that the safety shield 14 is capable of being pivoted over at least a 
portion of a needle received within the needle receiving port of the holder housing 72, 

wherein the safety shield 14 and the collar 2b are rotatable with respect to the 
holder housing 72 about an axis of the holder housing 72 (see figs. 1 A & 4). 

In regards to claim 2, Hollister disclose(s) a holder assembly wherein the collar 
2b is annular (see fig. 4). 

In regards to claim 3, Hollister disclose(s) a holder assembly wherein the shield 
14 comprises a rearward end, a forward end, a longitudinal opening in the forward end 
for receiving a needle, and a hanger bar 8 on the rearward end capable of connecting 
the safety shield 14 to the collar 2b (see fig. 1A). 

In regards to claim 4, Hollister disclose(s) a holder assembly wherein the collar 
2b comprises a hook arm 12, the hook arm 12 engages the hanger bar 8 for connecting 
the safety shield 14 to the collar 2b whereby there is an interface fit between the hanger 
bar 8 and the hook arm 12 (see fig. 1A). 

In regards to claim 5, Hollister disclose(s) a holder assembly wherein an outer 
surface of the collar 2b includes a protrusion 1 8 and an inner surface of the annular skirt 
76 includes a groove 78, the groove 78 on the annular skirt 76 capable of receiving the 
protrusion 18 on the annular collar 2b, thereby providing an interface fit when the collar 
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2b is received between the annular skirt 76 and the needle receiving port of the holder 
housing 72 (see fig. 4). 

In regards to claim 6, Hollister disclose(s) a holder assembly wherein the 
protrusion 18 is annular and extends around the outer surface of the collar 2b and the 
groove 78 is annular and extends around the inner surface of the annular skirt 76 (see 
fig. 4). 

In regards to claim 9, Hollister disclose(s) a holder assembly wherein the shield 
14 and the collar 2b are integral and attached through a living hinge 12 (see figs. 1A & 
4). 

Hollister discloses a device, as described above, that teaches all the limitations 
of the claims except Hollister does not expressly disclose an annular skirt, a safety 
shield and a collar; wherein the safety shield and a collar can be radially rotated to a 
desired position around the axis without the axial movement of the collar along the axis. 
However, Hollister discloses a device, in separate embodiment, wherein a safety shield 
and a collar can be radially rotated to a desired position around the axis without the 
axial movement of the collar along the axis. As such, it would have been obvious to one 
of ordinary skill in the art at the time Applicant's invention was made to provide a device 
similar to that of Hollister, as disclosed in figure 4, with a safety shield and a collar that 
can be radially rotated to a desired position around the axis without the axial movement 
of the collar along the axis, as disclosed in figure 3, since such a modification would 
amount to a design choice. Moreover, the Applicant has not disclosed that having a 
safety shield and a collar that can be radially rotated to a desired position around the 
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axis without the axial movement of the collar along the axis provides an advantage, is 
used for a particular purpose, or solves a stated problem. It has previously been held 
that merely changing aesthetic design is not patentable-See In re Seid, 161 F.2d 229, 
231, 73 USPQ 431, 433 (CCPA 1947). 

7. Claims 7 and 23-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Newby et al. ('541) in view of Cameron (US Patent No. 5,197,954). 

In regards to claim 23, Newby et al. disclose(s) a holder assembly comprising: 
a holder housing capable of receiving a sample collection tube within a rearward 
end, a forward end of the holder housing including a needle receiving port for receiving 
a needle cannula 40 therein, the holder housing having an annular skirt extending from 
the forward end, and 

a collar 90 which attaches to the forward end of the holder housing, the collar 90 ^ 
having a hook arm 1 14 for connection of a safety shield 140. 

In regards to claim 24, Newby et al. disclose(s) a holder assembly wherein the 
collar 90 is rotatable about an axis of the holder housing. 

In regards to claim 25, Newby et al. disclose(s) a holder assembly wherein the 
collar 90 further comprises an interior opening for receiving a needle cannula 40 therein. 

In regards to claim 26, Newby et al. disclose(s) a holder assembly wherein the 
interior opening includes structure for engagement with corresponding mating structure 
on a needle cannula 40 assembly (see figs. 2, 7-8 & 10-13). 

Newby et al. discloses a holder assembly, as described above in claims 4 and 
23, that teaches all the limitations of the claim except Newby et al. do not teach a holder 
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assembly wherein the annular skirt abuts the hook arm when the holder housing and 
the collar 90 are in an attached position. However, Cameron discloses a holder 
assembly wherein an annular skirt 72 abuts a hook arm 84 when a holder housing 12 
and a collar 72 are in an attached position (see fig. 5). 

It would have been obvious to one of ordinary skill in the art the time Applicants 
invention was made to provide a device similar to that of Newby et ah with an abutment 
structure similar to that of Cameron in order to releasably lock or firmly hold the base of 
the collar against the holder housing (see Cameron, column 7/lines 1-8 & 13-17). 

8. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hollister 
('541) in view of Cosme (US Patent No. 6,077,253). 

Hollister discloses an apparatus, as described above, that teaches all the 
limitations of the claim except Hollister does not teach a plurality of slits. However, 
Cosme discloses a holder assembly comprising a plurality of slits 16 (see fig. 3). It 
would have been obvious to one of ordinary skill in the art at the time Applicant's 
invention was made to provide an apparatus similar to that of Hollister with slits similar 
to those of Cosme in order to restrain rotational movement of the collar (see Cosme, 
column 3/lines 1-12). 

Response to Arguments 

9. Applicant's arguments filed July 20, 2006 have been fully considered but they are 
not persuasive. Applicant argues that Newby et al. (hereinafter Newby) fails to disclose 
a device wherein a safety shield and a collar can be radially rotated to a desired position 
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around the axis without the axial movement of the collar along the axis. This argument 
has been considered and has not been deemed persuasive. 

In regards to the Applicant's argument that Newby fails to teach to disclose a 
device wherein a safety shield and a collar can be radially rotated to a desired position 
around the axis without the axial movement of the collar along the axis, the Examiner 
respectfully disagrees. As better depicted in figure 7, Newby discloses a device that 
comprises an annular skirt attached to the housing and a safety shield and a collar can 
be radially rotated to a desired position around the axis without the axial movement of 
the collar along the axis (see illustration below, see rejections supra). 
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Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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